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1. Claims 1-20 are pending in this application. 
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2. Claims 1-13 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Regarding claim 1, the phrase "such as" renders the claim indefinite because it 
is unclear whether the limitations following the phrase are part of the claimed invention. 
See MPEP§ 2173.05(d). 

Correction is required to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that form 
the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

I. Claims 1-9 are rejected under 35 U.S.C. 102(a) as being anticipated by Corey et al 
(J. Immuno. Methods; V. 207(1 );pp. 43-51; Aug 22,1997). 

Corey et al disclose a luminometric assay for measuring cell death or membrane 
damage in a sample. Corey et al specifically disclose The assay measures the release 
of glyceraldehydes-3-phosphate dehydrogenase (G3PDH) from dead or damaged cells 
by coupling its enzymatic activity to production of ATP, which in turn is measured by 
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well-known methods involving firefly luciferase. This is accomplished by means of a 
reaction series in which the activity of G3PDH is coupled with that of phosphoglycerate 
kinase, the next enzyme in the glycolytic pathway." See the abstract. In addition, Corey 
et al discloses the use of Nonidet P-40 as a detergent in the assay. See the entire 
document. 

II. Claims 1-9 are rejected under 35 U.S.C. 102(b) as being anticipated by Corey et al 
(J. Immuno. Methods; V. 207(1 );pp. 43-51; Aug 22,1997). 

Corey et al disclose a luminometric assay for measuring cell death or membrane 
damage in a sample. Corey et al specifically disclose "The assay measures the release 
of glyceraldehydes-3-phosphate dehydrogenase (G3PDH) from dead or damaged cells 
by coupling its enzymatic activity to production of ATP, which in turn is measured by 
well-known methods involving firefly luciferase. This is accomplished by means of a 
reaction series in which the activity of G3PDH is coupled with that of phosphoglycerate 
kinase, the next enzyme in the glycolytic pathway." See the abstract. In addition, Corey 
et al discloses the use of Nonidet P-40 as a detergent in the assay. See the entire 
document. 

4. Claim 10-13 are objected to as being dependent upon a rejected base claim, but 
would be allowable if rewritten in independent form including all of the limitations of the 
base claim and any intervening claims. 



5. Claims 14-20 are allowable over the prior art of record. 
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6. Anderson et al (US Patent No. 6,653,094) has been cited to further show the state of 
this art. 

7. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Louise N. Leary whose telephone number is (703) 308- 
3533. The examiner can normally be reached on Monday to Friday from 1 0 to 6:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Brenda Brumback, can be reached on (571) 272-0961. The fax phone 
number for the organization where this application or proceeding is assigned is 703- 
872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




LOUISE N. LEARY 
PRIMARY EXAMINER 



January 31 , 2004 



